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AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of proposed rulemaking.

SUMMARY: The Food and Drug
Administration (FDA) is proposing
regulations that would require the
establishment and maintenance of
records by certain domestic persons
who manufacture, process, pack,
transport, distribute, receive, hold, or
import food intended for human and
animal consumption in the United
States. In addition, these requirements
apply to certain foreign facilities that
manufacture, process, pack, or hold
food for human or animal consumption
in the United States. Such records are to
allow for the identification of the
immediate previous sources and the
immediate subsequent recipients of
food. The proposed regulations
implement the Public Health Security
and Bioterrorism Preparedness and
Response Act of 2002 (the Bioterrorism
Act) and are necessary to properly
address credible threats of serious
adverse health consequences or death to
humans and animals. FDA expects that
the requirements the agency is
proposing in these regulations, if
finalized as proposed, would result in a
significant improvement in FDA’s
ability to respond to and help contain
threats of serious adverse health
consequences or death to humans or
animals from accidental or deliberate
contamination of food.

DATES: Submit written or electronic
comments by July 8, 2003. Written
comments on the information collection
provisions should be submitted by June
9, 2003.

ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, Maryland 20852.
Submit electronic comments to http://
www.fda.gov/dockets/ecomments. The
Office of Management and Budget
(OMB) is still experiencing significant
delays in the regular mail, including

first class and express mail, and
messenger deliveries are not being
accepted. To ensure that comments on
the information collection are received,
OMB recommends that written
comments be electronically mailed to
sshapiro@omb.eop.gov or faxed to the
Office of Information and Regulatory
Affairs, OMB, Attn: Stuart Shapiro, Desk
Officer for FDA, FAX: 202-395-6974.

FOR FURTHER INFORMATION CONTACT:
Nega Beru, Center for Food Safety and
Applied Nutrition (HFS-305), Food and
Drug Administration, 5100 Paint Branch
Pkwy., College Park, MD 20740, 301—
436-1400.
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I. Background and Legal Authority

A. Public Health Security and
Bioterrorism Preparedness and
Response Act of 2002

The events of September 11, 2001,
reinforced the need to enhance the
security of the U.S. food supply.
Congress responded by passing the
Public Health Security and Bioterrorism
Preparedness and Response Act of 2002
(“the Bioterrorism Act”’) (Public Law
107-188), which was signed into law on
June 12, 2002. The Bioterrorism Act
includes a provision in Title III
(Protecting Safety and Security of Food
and Drug Supply), Subtitle A—
Protection of Food Supply, section 306
(21 U.S.C. 335a), which amends the
Federal Food, Drug, and Cosmetic Act
(the act) by adding section 414,
Maintenance and Inspection of Records
(21 U.S.C. 350(c)). Section 414(b) of the
act provides, in part, that the Secretary
of Health and Human Services (the
Secretary), may by regulation establish
requirements regarding the
establishment and maintenance, for not
longer than 2 years, of records by
persons (excluding farms and
restaurants) who manufacture, process,
pack, transport, distribute, receive, hold,
or import food. The records that must be
kept by these regulations are those that
are needed by the Secretary for
inspection to allow the Secretary to
identify the immediate previous sources
and immediate subsequent recipients of
food, including its packaging, in order
to address credible threats of serious
adverse health consequences or death to
humans or animals. In section 306(d) of
the Bioterrorism Act, Congress directed
the Secretary to issue proposed and
final regulations establishing
recordkeeping requirements under
section 414(b) of the act no later than 18
months after enactment of the
Bioterrorism Act, that is, by December
12, 2003.

In addition, the Bioterrorism Act adds
a new section 414(a) to the act that
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provides records inspection authority to
FDA. Section 414(a) of the act provides
that when the Secretary has a reasonable
belief that a food is adulterated and
presents a threat of serious adverse
health consequences or death to humans
or animals, persons who manufacture,
process, pack, distribute, receive, hold,
or import food must provide access to
records related to the food that are
needed to assist the Secretary in
determining whether the food is
adulterated and presents a threat of
serious adverse health consequences or
death to humans or animals. Section
306 of the Bioterrorism Act also amends
section 704(a) of the act (21 U.S.C.
374(a)) to specifically authorize FDA
inspections of all records and other
information described in section 414 of
the act, when the Secretary has a
reasonable belief that an article of food
is adulterated and presents a threat of
serious adverse health consequences or
death to humans or animals. Also,
section 301 of the act (21 U.S.C. 331) is
amended to make it a prohibited act to
refuse to permit access to, or copying of,
any record as required by section 414 or
704(a) of the act; or to fail to establish
or maintain any record as required by
section 414(b) of the act or to refuse to
permit access to or verification or
copying of any such required record; or
for any person to use to his own
advantage, or to reveal, other than to the
Secretary or officers or employees of the
Department of Health and Human
Services, or to the courts when relevant
in any judicial proceeding under this
act, any information acquired under
authority of section 414 of the act.

In addition to section 306 of the
Bioterrorism Act, which amends the act
as described above, FDA is relying on
sections 701(a) of the act (21 U.S.C.
371(a)) in issuing this proposed rule.
Section 701(a) of the act authorizes the
agency to issue regulations for the
efficient enforcement of the act.

B. Preliminary Stakeholder Comments

On July 17, 2002, FDA sent an open
letter to the members of the public
interested in food issues outlining the
four provisions in Title III of the
Bioterrorism Act that require FDA to
issue regulations in an expedited time
period, and FDA'’s plans for
implementing them. In the letter, FDA
invited stakeholders to submit
comments to FDA by August 30, 2002,
for FDA’s consideration as it developed
this proposed rule. FDA also held
meetings with representatives of
industry, consumer groups, other
Federal agencies, and foreign embassies
after sending out the July 17, 2002,
letter, to solicit stakeholder comments.

In response to these solicitations, FDA
received a number of comments
regarding section 306 of the
Bioterrorism Act.

FDA has considered all the comments
received by August 30, 2002. FDA will
consider all comments we received so
far with the comments we receive
during the public comment period on
this proposed rule in developing the
final rule. Some of the significant
comments FDA received on or before
August 30, 2002, include:

* The regulations should be
performance-based. There is no need to
specify the form or manner in which the
information must be kept by a person
subject to the regulations;

* The regulations should provide
flexibility for using existing
recordkeeping systems;

* The regulations should give
businesses the flexibility they need to
store records in the manner they find
most efficient;

¢ The regulations should divide food
products into two categories, perishable
and nonperishable, and establish
separate recordkeeping requirements for
each;

* The regulations should not have a 2-
year time period for maintenance of
records for fresh fruits and vegetables;

* The regulations should not require
retailers to maintain records to identify
which consumers bought specific food
products;

* The regulations should make clear
that the transporter of the food and its
packaging between sources and
recipients should not be considered the
“immediate previous source” or the
“immediate subsequent recipient”
under the Bioterrorism Act;

* The regulations should make the
actual physical location of the food the
key to identifying the source and
recipient, which may differ from
ownership (i.e., corporate headquarters);

* The regulations should exclude as
farms those engaged in shellfish
growing and harvesting in the farm
exemption;

* The regulations should define the
exemption for restaurants as businesses
that prepare food at the same location
where such food is sold to individual
consumers, and where such food may be
eaten;

 The regulations should provide a
phase-in period of at least 6 months to
allow all businesses to make any needed
adjustments to their current practices
before implementation of new
regulations;

+ Although the regulations must take
size of business into account, the
regulations should not have a general
exemption for small businesses;

* The regulations should allow for
phasing-in of the requirements based on
the size of regulated companies.

C. Highlights of the Proposed Rule

This proposal is just one of several
rulemaking activities currently
underway as part of the overall
implementation of Title III of the
Bioterrorism Act that enhance FDA’s
ability effectively and efficiently to
respond to bioterrorist threats and other
food-related emergencies in a way that
promotes and protects the public health.
Our intent in developing these proposed
regulations is to provide the proper
balance between ensuring that FDA has
information it needs to complete a
tracing investigation and ensuring
adequate and reasonable flexibility for
industry to comply with these
requirements.

Section 414(b) of the act, as added by
section 306(a) of the Bioterrorism Act,
provides that the Secretary ‘“‘may” by
regulation establish recordkeeping
requirements. Section 306(d) of the
Bioterrorism Act, however, provides
that the Secretary ““shall” issue
proposed and final regulations no later
than 18 months from the date of
enactment. FDA believes that Congress
has directed the agency to exercise the
authority in section 414(b). However,
the agency recognizes that the use of the
term ‘““may”’ in one section of the statute
and ‘“‘shall” in another section creates
an ambiguity. We request comments on
our interpretation that we are required
by section 306(d) of the Bioterrorism
Act to exercise the authority in section
414(b) of the act.

In establishing and implementing this
proposed rule, FDA will comply fully
with its international trade obligations,
including the applicable World Trade
Organization (WTO) agreements and the
North American Free Trade Agreement
(NAFTA). For example, FDA believes
this proposed rule is not more trade-
restrictive than necessary to meet the
objectives of the Bioterrorism Act. FDA
has endeavored to make the
establishment and maintenance of
records process as simple as possible for
both domestic and foreign facilities.

FDA is proposing to describe the
specific information a covered entity
must keep, but not specify the form or
type of system in which those records
must be maintained. Some of the key
provisions we are proposing include: (1)
Requirements to establish and maintain
records to identify the immediate
previous source of all food, (2)
requirements to establish and maintain
records to identify the immediate
subsequent recipient of all food, (3)
requirements to establish and maintain
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records to trace the transportation of all
food, (4) record retention requirements,
(5) record availability requirements, and
(6) compliance dates. Following is an
overview of the proposed regulations,
which is intended to highlight the
content of certain sections and request
comment on those sections specifically,
including comment on whether certain
requirements should be included in the
final regulations.

Proposed requirements to establish
and maintain records to identify the
nontransporter and transporter
immediate previous sources of all food
(§ 1.337) would require specific persons
(“you”) to establish and maintain
records that identify the sources of all
food you receive. The information that
we propose as necessary to identify the
nontransporter immediate previous
sources includes: (1) The name, address,
and phone number of the
nontransporter immediate previous
source; (2) the type of food received; (3)
the date you received the food; (4) the
lot number or other identifier of the
food if available; (5) the quantity; and
(6) the name, address, and phone
number of the transporters who
transported the food to you.

Proposed requirements to establish
and maintain records to identify the
nontransporter and transporter
immediate subsequent recipients of all
food (§ 1.345) would require that you
keep records that identify the
nontransporter recipients of all food you
release. The information that we
propose as necessary to identify the
nontransporter immediate subsequent
recipients is similar to that required to
identify the nontransporter immediate
previous sources.

Proposed requirements to establish
and maintain records to trace the
transportation of all food (§§1.351 and
1.352) would require that you keep
records that trace the transportation
process of all food you transport. The
information that we propose as
necessary to trace the transportation
process includes: (1) The name, address,
and phone number of the person who
had the food immediately before you
(the transporter’s immediate previous
source), and the date you received it
from that person; (2) the name, address,
and phone number of the person who
had the food immediately after you (the
transporter’s immediate subsequent
recipient), and the date you delivered it
to that person; (3) the type of food
transported; (4) the lot number or other
identifier of the food if available; (5) the
quantity; and (6) identification of each
and every mode of transportation used
(e.g., company truck, private carrier,
rail, air, etc.) from the time you first

received the food until the time you
delivered it.

Proposed record retention
requirements (§ 1.360) would require
records for perishable foods not
intended to be processed into
nonperishable foods to be retained for 1
year after the date the records were
created. FDA seeks comment on
whether a person subject to these
proposed regulations always or usually
knows at the time perishable food is
released whether or not it is intended to
be processed into nonperishable food.
For all other food, you would be
required to retain the records for 2 years
after the date the records were created.
You would be required to retain all
records at the establishment where the
covered activities described in the
records occurred (onsite) or at a
reasonably accessible location. The
maintenance of electronic records
would be acceptable. FDA is proposing
to exempt electronic records established
or maintained to satisfy the
requirements of this subpart from the
requirement to comply with part 11—
Electronic Records; Electronic
Signatures (21 CFR part 11) and
proposing to amend part 11 to reflect
this exemption.

Proposed records availability
requirements (§ 1.361) would require
that records be made available within 4
hours of an FDA request if the request
is made between 8 a.m. and 6 p.m., local
standard time, Monday through Friday,
or within 8 hours of a request if made
at any other time.

In § 1.368, the agency is proposing
that firms be in full compliance with
these regulations within 6 months of
publishing the final regulations.
However, these proposed requirements
would not be effective for small
businesses (those employing fewer than
500 but more than 10 full-time
equivalent employees) until 12 months
after publishing the final regulations.
Very small businesses that employ 10 or
fewer full-time equivalent employees
would have 18 months to comply.

The Bioterrorism Act directs the
Secretary to take appropriate measures
to ensure that there are effective
procedures to prevent the unauthorized
disclosure of any trade secret or
confidential information that is obtained
by the Secretary under the new
regulations. FDA is planning to
reemphasize in instructions to FDA
personnel the importance of current
protections and legal requirements
against the unauthorized disclosure of
any trade secret or confidential
information that is obtained.

Section 306 of the Bioterrorism Act
expressly states that FDA has authority

to require recordkeeping as to “food,
including its packaging.” FDA interprets
this section as authority to require
persons who manufacture, process,
pack, transport, distribute, receive, hold,
or import food to establish and maintain
records to allow for the identification of
the immediate previous sources and
immediate subsequent recipients of food
packaging as well. FDA interprets
packaging in section 306 of the
Bioterrorism Act to mean the outer
packaging of food that bears the label.
FDA is not interpreting packaging to
include food contact substances, which
are included in the definition of “food.”
Outer packaging would include, for
example, the outer cardboard cereal box
that bears the label of the cereal, but
would not include the inner lining that
holds the cereal. Outer packaging would
also not include the outer shipping box
in which the cereal boxes are shipped.

FDA has tentatively concluded that
the risk to human and animal health
from contamination of outer food
packaging is relatively small compared
to the risk from contamination of the
immediate packaging that comes in
direct contact with food. Therefore, FDA
is proposing not to require covered
persons to keep records regarding outer
food packaging. However, the agency
also recognizes that there may be
instances where it may be necessary for
FDA to be able to investigate agents that
could lace outer packaging and could
thereby contaminate a food for which
the immediate food contact packaging
may not provide an adequate barrier. In
addition, outer packaging could be
intentionally diverted and used to
package food that has been tampered
with. FDA seeks comment on whether
the level of risk to human and animal
health from potential contamination of
outer packaging is high enough to
warrant inclusion of outer packaging in
the final regulations.

In addition to the above, we seek
comment on all other provisions in the
proposed regulations, such as the
proposed definitions and exclusions.
We also invite comment on whether the
final rule should include additional
provisions, such as a model form that
can be used to record all the required
information.

II. Description of the Proposed
Regulations

A. General Provisions
1. Who is subject to this subpart?
(Proposed § 1.326)

Proposed § 1.326(a) describes the
scope of the rule. As required by the
Bioterrorism Act, proposed § 1.326(a)
would require domestic persons who



Federal Register/Vol. 68, No. 90/Friday, May 9, 2003 /Proposed Rules

25191

manufacture, process, pack, transport,
distribute, receive, hold or import food
intended for human or animal
consumption in the United States to
comply with the regulations in this
subpart, unless you qualify for one of
the exclusions proposed in §1.327. In
addition, foreign facilities that
manufacture/process, pack, or hold food
for human or animal consumption in
the United States are subject to these
regulations, unless you qualify for one
of the exclusions proposed in § 1.327.
However, even if you qualify for one
of the exclusions proposed in §1.327, if
you conduct more than one type of
activity at a location, and some of that
activity is not exempt, you would be
required to keep records with respect to
the statutorily covered activities. For
example, in addition to selling food to
consumers, a retail facility may have an
onsite restaurant or counter that
prepares food it sells to consumers. The
restaurant activity is exempt from all of
the regulations in this subpart; however,
the retail activities are covered by
§ 1.336. Similarly, a retail facility may
sell both food and nonfood products,
and may even sell primarily nonfood
products. Regardless of what proportion
of the retail facility sells nonfood
products, these proposed regulations
would require the retail facility to keep
records of the immediate previous
source for all food it receives that is not
exempted by an exclusion. The
regulations do not apply to the nonfood
products the retail facility receives.
Proposed § 1.326(b) would require
compliance by persons who engage
either in interstate or in intrastate
activities involving food. The
Bioterrorism Act does not limit the
establishment and maintenance of
records requirement only to persons
directly engaged in interstate commerce.
To the contrary, the Bioterrorism Act
provides FDA with the authority to
require the establishment and
maintenance of records by all “persons”
who engage in specified activities
involving food. Therefore, FDA
tentatively concludes that the statute
allows FDA to require domestic persons
to keep records, whether or not they
engage in interstate commerce. Because
a bioterrorist threat involving food or
other food-related emergency would
have the same effect on the public
health regardless of whether the food
had originated from an out of state
source, FDA is proposing in § 1.326(b)
that all persons who manufacture,
process, pack, transport, distribute,
receive, hold, or import food be subject
to these regulations, whether or not they
directly engage in interstate activities
involving food. Nonetheless, because

FDA recognizes that this is an important
and controversial issue, the agency is
seeking comment on whether its
tentative conclusion that it has authority
to require recordkeeping by persons
engaged in only intrastate commerce is
correct. FDA also seeks comment on
how many intrastate persons are not
covered by one of the exemptions from
the recordkeeping requirement (e.g., the
farm or retail exemption) and we invite
recommendations on what screening
questions the agency could ask to enable
a person to easily determine whether
the person is engaged in interstate or
intrastate commerce.

Proposed § 1.326(a) would also
require compliance by foreign facilities
that manufacture/process, pack, or hold
food for human or animal consumption
in the United States unless the facilities
qualify for an exclusion under proposed
§1.327(f). FDA is proposing that the
foreign facilities that are required to
register under section 305 of the
Bioterrorism Act also be required to
establish and maintain records under
section 306 of the Bioterrorism Act.
(The foreign facilities that would be
excluded from both the proposed
registration and recordkeeping
requirements are described in the
discussion of proposed § 1.327(f).) FDA
believes if these foreign firms were not
required to establish and maintain
records identifying the immediate
previous sources and immediate
subsequent recipients of food, trace back
of food products from outside the
United States would be severely
compromised. FDA believes that this
approach provides the most efficient
and effective strategy for obtaining
needed information on food from
foreign countries. FDA plans to take the
appropriate steps and work closely with
foreign governments to obtain access to
the needed records if a threat of serious
adverse health consequences or death to
humans or animals from adulterated
food necessitates inspection of records
in foreign countries.

The provisions of this proposed rule
apply to records of both human food
and animal food. FDA believes that
some recordkeeping requirements are
necessary for food intended for food-
producing animals, as well as for certain
food for nonfood-producing animals
(e.g., pet dogs and cats, horses, and zoo
and circus animals). We define food for
nonfood-producing animals as pet food.
FDA believes, however, that the
consequences of a potential terrorist
attack or food-related emergency are
greater for human food than for animal
food. FDA also believes that the
consequences of a potential terrorist
attack or food-related emergency are

greater for food for food-producing
animals than for pet food. FDA
addressed certain animal food risks in
our regulation for animal proteins
prohibited in ruminant feed (21 CFR
589.2000), also referred to as the bovine
spongiform encephalopathy (BSE) rule.

Although FDA acknowledges that the
risk to humans from an attack on the
animal food supply is lower than the
risk to humans from an attack on the
human food supply, there is some risk
to both humans and animals from an
attack on the animal food supply.
Contaminated animal food can be a link
to human foodborne illness. (Ref. 32).
People could be at risk through direct
contact with animal food or through
unintentional cross-contamination of
cooking surfaces or utensils. Animals
may also become infected and serve as
a reservoir for exposing other animals
and humans. For example, in 1996, an
organochlorine pesticide was
intentionally introduced into an
ingredient used in animal food,
including pet food. In 2002, dog chew
treats were contaminated with
Salmonella and became a vehicle to
transmit Salmonella into homes. As a
consequence, many pet owners became
ill and one person died.

We propose that (1) All entities that
manufacture, process, pack, transport,
distribute, receive, hold, or import food
for food-producing animals must keep
records under this proposed rule; and
that (2) those entities that manufacture,
process, pack, transport, distribute,
receive, hold, or import pet food that
must keep records under the BSE rule
also keep records under this rule.
Because of the concern that some pet
food is diverted for use for food-
producing animals, the BSE rule
recordkeeping requirements apply to pet
food. We believe this proposal to require
recordkeeping under the Bioterrorism
Act by pet food entities covered by the
BSE rule will provide important
safeguards needed to limit the impact of
contamination of pet food while
minimizing additional costs to industry.

As discussed below, we are proposing
to exempt pet food entities that are not
subject to the recordkeeping
requirements of the BSE rule from the
recordkeeping requirements of this
proposed rule. We propose that all
entities involved in animal food,
including the pet food entities exempt
from the recordkeeping requirements,
remain subject to the proposed records
access and availability requirements.

FDA is interested in comments on
whether or not the proposal provides
adequate tools to trace animal food
affected by a terrorist attack or other
food related emergency and whether an
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alternative approach should be used.
Specifically, FDA is soliciting
comments on the following questions:
(1) Should we exempt all types of
animal food entities from all or part of
this proposed rule? (2) Should we
exempt all pet food entities from all or
part of this proposed rule? (3) Should
we treat pet food the same as other types
of animal food by requiring all pet food
entities to meet the recordkeeping
requirements under this regulation, not
just those subject to the BSE rule? (4)
Should we use criteria other than the
scope of the BSE rule to determine
which pet food entities should be
exempt? If so, what should those criteria

be?

2. Who is excluded from all or part of
the regulations in this subpart?
(Proposed §1.327)

Proposed § 1.327(a) codifies the
exemption for farms. This exemption is
consistent with and required by the
express language of the Bioterrorism
Act.

Proposed § 1.327(b) codifies the
exemption for restaurants. This
exemption is consistent with and
required by the express language of the
Bioterrorism Act.

Proposed §1.327(c) would exclude
certain fishing vessels from all of the
regulations in this subpart, except
§§1.361 and 1.363. These vessels
include those that not only harvest and
transport fish, but also engage in
practices such as heading, eviscerating,
or freezing intended solely to prepare
fish for holding on board a harvest
vessel. The Bioterrorism Act is silent
with respect to exempting fishing
vessels in section 306, the
“Maintenance and Inspection of
Records for Foods” provision, although
the “Registration of Food Facilities”
provision, section 305, expressly
exempts fishing vessels, except such
vessels engaged in processing as defined
in §123.3(k) (21 CFR 123.3(k)).

FDA has tentatively concluded that
the records of fishing vessels as defined
in § 123.3(k), like those of farms, are not
a necessary component of an effective
traceback investigation. Nevertheless,
because the records of “fishing vessels
otherwise engaged in processing fish,
which for purposes of this subsection
means handling, storing, preparing,
heading, eviscerating, shucking,
freezing, changing into different market
forms, manufacturing, preserving,
packing, labeling, dockside unloading,
or holding” are necessary to an effective
traceback investigation, these would
still be subject to all of the regulations
in this subpart.

Proposed § 1.327(d)(1) would exclude
retail facilities from the regulations in
§1.345 of this subpart. This limited
exclusion is only from the requirement
to establish and maintain records of the
immediate subsequent recipients of food
when the food is sold directly to
consumers. The Bioterrorism Act
expressly states that the Secretary may
require the establishment and
maintenance of records by persons who
“distribute” food, and therefore retail
facilities could be subject to all other
regulations in this subpart if FDA
required it. FDA has tentatively
concluded that to require retail facilities
to keep records of each individual
recipient consumer would be too
burdensome and not necessary in order
to address credible threats of serious
adverse health consequences or death to
humans or animals.

Proposed § 1.327(d)(2) would exclude
retail facilities, such as roadside stands,
located in the same general physical
location as farms, as defined in
proposed § 1.328, that sell unprocessed
food grown or raised on those farms
directly to consumers. This exclusion
only applies to those retail facilities that
employ 10 or fewer full-time equivalent
employees, which is consistent with the
way FDA is proposing to define very
small businesses in proposed
§1.368(a)(2). This exclusion applies
only to unprocessed food, including
fresh fruits and vegetables and other raw
agricultural commodities for use as
food, such as honeycomb. The exclusion
also applies to fish raised on farms.
Unprocessed food grown or raised on
locations other than farms, or on farms
not located in the same general physical
location, are not excluded.

This exclusion does not apply to
processed food, even if it is sold directly
to consumers from a retail facility in the
same general location as a farm, unless
all of the ingredients in that processed
food were grown or raised on that farm.
Processed foods include, for example,
baked goods, jams, jellies, and maple
syrup. Retail facilities would be
required to establish and maintain
records of the immediate previous
sources under proposed § 1.337 for
processed food sold directly to
consumers if any of the ingredients of
that processed food were not grown on
that farm.

FDA believes that the burden placed
on these retail facilities to establish and
maintain records for unprocessed food
grown or raised on a nearby farm and
sold directly to consumers would likely
outweigh the risk to the public health
that follows from this proposed
exclusion. FDA has tentatively
concluded that such records are not

needed in order to address credible
threats of serious adverse health
consequences or death to humans or
animals. FDA believes it is necessary to
narrow this exemption only to those
retail facilities that remain close to the
source farm in order to not compromise
FDA'’s ability to trace adulterated food
that has been transported over a
distance greater than the same general
physical location. The agency solicits
comments on this proposed exemption.

FDA also is proposing in § 1.327(e) to
exempt from all of the regulations in
this subpart persons who manufacture,
process, pack, transport, distribute,
receive, hold, or import food that is
regulated exclusively by the U.S.
Department of Agriculture (USDA)
under the Federal Meat Inspection Act
(21 U.S.C. 601 et seq.), the Poultry
Products Inspection Act (21 U.S.C. 451
et seq.), or the Egg Products Inspection
Act (21 U.S.C. 1031 et seq.). This section
complies with section 306(d)(2) of the
Bioterrorism Act, which states that
section 306 should not be construed to
authorize FDA to promulgate
regulations for records governing foods
within the exclusive jurisdiction of
USDA. It also complies with section 315
of the Bioterrorism Act, which states
that nothing in Title III of the
Bioterrorism Act, or an amendment
made by Title III, shall be construed to
alter the jurisdiction between USDA and
the U.S. Department of Health and
Human Services under applicable
statutes and regulations.

This exemption is for food within the
exclusive jurisdiction of the USDA.
Persons who manufacture, process,
pack, transport, distribute, receive, hold,
or import food that is jointly regulated
by FDA and USDA would be required
to keep records with regard to the food
regulated by FDA. An example of food
that is jointly regulated by FDA and
USDA is frozen T.V. dinners containing
both meat and fish.

Proposed § 1.327(f) would exclude
foreign facilities that are also excluded
from the requirement to register under
section 305 of the Bioterrorism Act. As
discussed previously in this document,
FDA believes that requiring foreign
facilities that must register to also
establish and maintain records would be
the most efficient and effective way to
obtain information on food from foreign
countries. Therefore, foreign facilities
would not be required to establish and
maintain records “if food from these
facilities undergoes further
manufacturing/processing (including
packaging) by another foreign facility
outside the United States.” In other
words, foreign facilities involved in the
initial stages of manufacturing/
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processing food are not required to
establish and maintain records if
another facility further manufactures/
processes or packs the food produced at
that facility outside the United States.

This exclusion would not apply to
facilities if the “further manufacturing/
processing” at the subsequent facility is
of a de minimis nature, such as adding
labeling to a package or adding plastic
rings to the outside of beverage bottles
to hold them together. In that case, both
the facility conducting the de minimis
activity and the facility immediately
prior to it would be required to register
and, therefore, would also be subject to
these regulations. FDA seeks comment
on the requirement for facilities
conducting de minimis activities to
keep records. The following are
examples of which foreign facilities
would be subject to, or excluded from,
these regulations based on the activities
they perform. As stated previously, the
foreign facilities that are subject to these
regulations are the same facilities that
would be required to register under
section 305 of the Bioterrorism Act.

* A foreign facility would be subject
to these regulations if it prepares a
finished food and places it into
packages suitable for sale and
distribution in the United States.

* A foreign facility distributing food to
food processors outside the United
States for further manufacturing/
processing before the food is exported
for consumption in the United States
would not be subject to these
regulations, unless the further
manufacturing/processing entails
adding labeling or other de minimis
activity. If the further manufacturing/
processing is of a de minimis nature,
both the facility conducting the de
minimis activity and the facility
immediately prior to it would be subject
to these regulations.

¢ The last foreign facility that
manufactures/processes an article of
food before it is exported to the United
States would be subject to these
regulations, even if the food
subsequently is held or stored at a
different facility outside of the United
States.

* Facilities located outside the United
States that take possession, custody, or
control of finished foods for holding,
packing, and/or storage prior to export
to the United States are subject to these
regulations.

Proposed § 1.327(g) provides that
persons who manufacture, process,
pack, transport, distribute, receive, hold,
or import pet food who are not subject
to the recordkeeping provisions of the
animal proteins prohibited in ruminant
feed regulation (21 CFR 589.2000)

would be excluded from the
recordkeeping requirements of this
proposed rule. However, these entities,
like all entities involved in animal food,
remain subject to the proposed records
access and availability requirements in
proposed §1.361 and §1.363.

3. What definitions apply to this
subpart? (Proposed § 1.328)

Proposed § 1.328 states that the
definitions of terms in section 201 of the
act (21 U.S.C. 321) apply to such terms
when used in this subpart. Section 201
of the act defines various terms that
appear throughout the act, including
“food” (see section 201(f) of the act).
The definitions of such terms apply
when we use those terms in these
regulations. In addition, proposed
§1.328 defines specific additional terms
used in the proposed rule.

Proposed § 1.328 defines “act” as the
Federal Food, Drug, and Cosmetic Act.

FDA is proposing in § 1.328 to define
“domestic person” consistent with the
definition of ““State” in section 201(a)(1)
of the act. That is, FDA is proposing to
define a domestic person as one that is
located in any State or Territory of the
United States, the District of Columbia,
or the Commonwealth of Puerto Rico.

FDA is proposing in § 1.328 to define
a “foreign facility” as a facility other
than a domestic person that
manufactures, processes, packs, or holds
food for consumption in the United
States.

Proposed §1.328 defines “farm” as a
facility in one general physical location
devoted to the growing of crops for food,
the raising of animals for food
(including seafood), or both. A farm may
consist of contiguous parcels of land,
ponds located on contiguous parcels of
land, or, in the case of netted or penned
areas located in large bodies of water,
contiguous nets or pens. The term
“farm” includes: (a) Facilities that pack
or hold food, provided that all food used
in such activities is grown or raised on
that farm or is consumed on that farm;
and (b) facilities that manufacture/
process food, provided that all food
used in such activities is consumed on
that farm or another farm under the
same ownership. “Farm” includes such
facilities because they are activities
incidental to farming that most farms
engage in (e.g., holding and packing of
harvested crops). Facilities that engage
in manufacturing/processing, packing,
or holding of food that is not described
in the definition of “farm” are subject to
these regulations because such activities
are not activities that most farms engage
in and are thus not included in the
definition of “farm.” Some examples of
farms include: Apple orchards, hog

farms, dairy farms, feedlots, and
aquaculture facilities.

Persons that engage in more than one
type of activity may meet the definition
of farm as to some of those activities
while not meeting the definition of farm
as to other activities. Persons that grow
crops and raise animals and also
manufacture/process food that is sold
for consumption off the premises are not
farms for purposes of this subpart and
are not exempt. For example, a person
who grows oranges and manufactures/
processes them into orange juice for sale
to a distributor would need to keep
records under this subpart of both the
immediate previous sources and the
immediate subsequent recipients of the
orange juice. However, establishing and
maintaining records of the immediate
previous sources would only be
required when persons manufacture/
process food from ingredients obtained
from other sources than that farm.

Similarly, persons who manufacture/
process food from ingredients obtained
from other sources only meet the
definition of farm if all the food used in
such activities is consumed on that farm
or another farm under the same
ownership. If a person combines
oranges grown on his farm with oranges
obtained from another source, processes
them into orange juice on his premises,
and consumes all of the orange juice on
those premises, he would not need to
keep records regarding those oranges.
However, if the person sells that orange
juice at a roadside stand directly to
consumers, that roadside stand would
not meet the definition of farm but
would fall within the partial retail
exclusion provided in proposed § 1.344.
Retailers need only keep records
identifying the immediate previous
source.

Proposed § 1.328 defines “food” as
having the meaning given in section
201(f) of the act, which is: “(1) articles
used for food or drink for man or other
animals, (2) chewing gum, and (3)
articles used for components of any
such article.” FDA also is proposing to
include some examples of products that
are considered food under section 201(f)
of the act. Examples listed in the
proposed rule include: Fruits;
vegetables; fish; dairy products; eggs;
raw agricultural commodities for use as
food or components of food; animal
feed, including pet food; food and feed
ingredients and additives, including
substances that migrate into food from
food packaging and other articles that
contact food; dietary supplements and
dietary ingredients; infant formula;
beverages, including alcoholic beverages
and bottled water; live food animals
(such as hogs and elk); bakery goods;
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snack foods; candy; and canned foods.
“Substances that migrate into food from
food packaging” include immediate
food packaging or components of
immediate food packaging that are
intended for food use. Outer food
packaging is not considered a substance
that migrates into food.

The provisions of this proposed rule
apply to records of both nontransporters
and transporters. Section 414(b) of the
act provides that FDA may require
recordkeeping with regard to records
that are needed for inspection to allow
the agency to identify the immediate
previous sources and the immediate
subsequent recipients of food. The
proposed rule establishes two sets of
immediate previous sources and
immediate subsequent recipients, one
for nontransporters and one for
transporters. For nontransporters, the
proposed rule defines immediate
previous source as the nontransporter
from which the company received the
food. The immediate subsequent
recipient for nontransporters is the
nontransporter to which the company
sent the food. The definition of
nontransporter immediate previous
source and immediate subsequent
recipient describes them as persons who
own food or who hold, process, pack,
import, receive, or distribute food for
purposes other than transportation.
Nontransporters are also expected to
keep records of the transporters that
they receive food from and send food
with. Nontransporters will thus be
required to keep records on both
transporters and nontransporters for
both previous sources and subsequent
recipients.

With respect to transporters (persons
who have possession, custody, or
control of food for the sole purpose of
transporting it), the proposed rule
provides for the company to establish
and maintain records about its own
transportation activities and the person
from whom it received the food and the
person to whom the food is delivered.
The person from whom the food is
received by the transporter is the
immediate previous source. This could
be a nontransporter as described
previously or another transporter. The
person to whom the food is delivered by
the transporter is the immediate
subsequent recipient. This person could
be another transporter or a
nontransporter. These records allow
FDA to follow the chain of custody of
the food through each transportation
step, which may include a variety of
forms of transportation (e.g., plane,
train, and truck).

Because it is critically important for
FDA to have the ability to trace back

and trace forward quickly in the event
of a terrorist event or other food-related
emergency, FDA has defined for
nontransporters the immediate previous
source and immediate subsequent
recipient as the previous nontransporter
or next nontransporter. This will allow
FDA in most cases to efficiently and
effectively determine where the food
was contaminated and to locate where
the contaminated food was sent.
However, the contamination could
occur during the transportation process
as well. The records of transporters will
ensure that FDA has the potential in all
cases to determine the source of
contamination and trace the food back
and forward through the transportation
chain. FDA recognizes that requiring
nontransporters to keep records on both
previous and subsequent transporters
and nontransporters is potentially
burdensome. FDA is mandating this in
order to facilitate the efficient
investigation of food related
emergencies (records on
nontransporters) and to increase the
likelihood of a successful traceback by
ensuring all those who handle the food
are examined (records on transporters).

We also recognize that there could be
other interpretations of the statute. The
statute could be read to provide that at
every step of the movement of the food,
the immediate previous source is the
person who had the food before they
delivered it to the next person. That
next person would be the immediate
subsequent recipient. Under that
reading, if company A processes the
food and sends it to company B via
several modes of transportation, the
chain of custody would be as follows:
(1) Company A; (2) Red Truck Co.; (3)
train; (4) Blue Truck Co.; and (5)
company B. In this scenario, the
immediate subsequent recipient for
company A is Red Truck Co. The
immediate previous source for Red
Truck Co. is company A and the
immediate subsequent recipient is the
train. The immediate previous source
for 